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OEC 2 0 2001 
anagement Branch (WA-305) 

Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Subject: Docket OOD-1538 
cNeil Comments to FDA Draft Guidance for Industry on 21 CFR Part 1 I; 

Electronic Records; Electronic Signatures - Validation 

Dear Sir or Madam: 

cNei/ Consumer & Specialty Pharmaceuticals (McNeif) submits the following 
comments on the proposed “Draft Guidance for Industry on 21CFR Part II ; Electronic 
Records; Efectronic Signatures - Validation”. For ease of review, they are provided in 
tabular format beginning on the following page. 

Over&l comment on this guidance is tf-tat this document does not a pear to provide any 
new guidance regarding validation in general and specifically on Part II Vallidation. All 
validation issues applicable to Part 11 have been discussed in previous validation 
guidelines published by the FDA. 

ff you have any questions regarding the attached comments, please do nut hesitate to 
contact me at (24 5) 273-8733. 

Sincerely, 

McNeil Consumer & Specia harmaceuticafs 

Jacqueline U. Linse 
directory Global Submissions and 

CMC Regulatory 
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Second sentence, Section 5.2.3, “Validation Report” 

First bullet, Section 5.4.2 P ““SofIware testing should 
include” 

Section 5.6, “Extent of Validation” 

Section 5.7 ‘“Independence of Review” 

Section 6.1.1, “End User Requirements Specifications” 
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pro&iorb have been satisfied, 
Contrast with requirement. See: 
specification, formal; specification, 
requirements; specification, 
functional; specification, 
perfomnce; specification, interface; 
specification, design; coding 
standards; design standards. 

The section covers the validation 
report. The second sentence refers to 
test results. 

The subject of how to report test 
results is discussed in Section 5.4.3. 

The main section, Section 5.4, refers 
to “‘Dynamic Testing+” First bullet is 
more consistent with Section 5.5, 
“Static Verification Techniques” 

To keep the flow of the document, 
this section should be move to the 
beginning of the document. 

Guidance documents tend to be 
interpreted as policy/procedures-As 
such, emphasis will most likely be 
placed on option one by various 
enforcement organizations. 

The issues discussed iu this seiF 
were discussed in Section 5.1 

Second sentence in Section 5.2.3 shoulder 
and moved to Section 5.4.3. 

Delete bullet from Section 5,4.2 and add information 
to Static Verification, Section 5.5. 

Section 5.6 should be moved before Section 5-r 

-- 
Delete lines 160 through 162 (Two approaches to 
ensuring an objective review. . .) 

-.. 
Move Section 6.1.1 to 5.1 or vice versa. 






